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1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 13 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 13 contains the trademark/trade name DACRON. Where a trademark or 
trade name is used in a claim as a limitation to identify or describe a particular material 
or product, the claim does not comply with the requirements of 35 U.S.C. 112, second 

i 

paragraph. See Ex parte Simpson, 218 USPQ 1020 (Bd. App. 1982). The claim scope 
is uncertain since the trademark or trade name cannot be used properly to identify any 
particular material or product. A trademark or trade name is used to identify a source of 
goods, and not the goods themselves. Thus, a trademark or trade name does not 
identify or describe the goods associated with the trademark or trade name. In the 
present case, the trademark/trade name is used to identify/describe a synthetic fiber 
and, accordingly, the identification/description is indefinite. 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sate in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 6-13 and 15 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Johnson etal (6,338,345). 
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Johnson et al discloses a device used to deliver a bulking prosthesis to the body. 
Johnson et al teaches using an endoscope having a opening (58) or cavity for receiving 
tissue from the target site, the tissue is drawn into the opening by a vacuum and a 
needle is used to make a hole or puncture in the tissue and a "pushing agent" to push 
the prosthesis from the distal end of the tube through the hole. With respect to the 
bulking prosthesis Johnson et al teaches (column 16, lines 1-21) that it is well known to 
use a-hydrophilic/hydrogel material as the bulking prosthesis. Also Johnson et al 
teaches (column 6, line 34-column 7, line 18) that the bulking prosthesis can take on a 
wide variety of shapes and sizes and that optimal dimensions are patient specific and 
can be determined through routine experimentation of one skilled in the art. While 
Johnson et al does not specifically teach using the device with the urethral wall this is 
considered to be directed to the intended use of the device and the Johnson et al device 
is clearly capable of performing the intended use. 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this. Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 1-5, 16-19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Johnson et al in view of Goupil et al (6,652,883). 

Johnson et al discloses a device for treating gastroesophageal reflux disease (GERD) 
and discloses the claimed device and method except for specifically teaching using the 
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bulking prosthesis for treating urinary incontinence. Goupil et al teaches that it is well 
known to use a bulking material to treat a variety of problems including GERD as 
urinary incontinence. Therefore a modification of Johnson et al such that the bulking . 
prosthesis is used to treat urinary incontinence would have been obvious in view of 
Goupil et al which shows that it is well known to treat both with a bulking prosthesis. 

7. Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Johnson 
et al in view of Durgin (6,591 ,838). 

Johnson et al discloses the claimed device except for the device includes a radiopaque 
material. Durgin discloses a bulking prothesis and teaches that it is well known to use 
radiopaque materials such that the prothesis is capable of being detected in the body. 
Therefore a modification of Johnson et al such that the prosthesis include a radiopaque 
material would have been obvious in view of the teachings of Durgin since this would 
allow the prosthesis to be viewed while inside the body to allow for proper placement 
and/or make sure the prosthesis does not move from its position. 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Cook et al, Vogel et al and Chaouk et al are cited to further show 
the state of the art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John P. Lacyk whose telephone number is 571-272- 
4728. The examiner can normally be reached on Mon-Fri, 8:30-5:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Chuck Marmor, II can be reached on 571-272-4730. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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